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1 TIOOTOTOBIEH Accounaumeil HHKEHEPOB N0 KOHTPON MukposarpaaHenni (ACHHKOM), Moc-
KOBCKOH MenHumMHCeKoH axagemued uam. M. M. Cevenora W Menumarensieim naGopatopH e ueHTpom Mockos-
CKOTO TOpOIcKors LeHTpa ReatHdekInH

BHECEH TexHHyeckHM KoMHTETOM Mo cTangapTriawny TK 383 «CTepuansaiis MeaHiIHHEKOH Npo-
aykumue Noccranaapra Poccry

ITPMHAT W BBEAEH B OEWCTBHWE Mocranosnednem [occramnapra Poccuwn oT 7 Hioaa
2000 r. Ne 185-cT

3 HacTosumi CTAHIAPT CONEPAKHT HASHTHHHEIR TEKCT MexayHaponHoro craxmapra MCO 11138-3-95
+CTEpWIHIALMA METHUMHCKON NPonyKUMH, BHOMOTHYECKHE HHIHKATOPEL. Yacre 3: Bronoriueckme HHIKKA-
TOPhI LA CTEPHIHIALMH BRAKHBIM TETAOMS

4 BBEOEH BNNEPBRIE

© WK Hanarenscteo crangapros, 2000

Hacroawmf craMpapr He MOXeT GWTh MOAHOCTHIY WIH YACTHYHO BOCTIPOMIBOACH, THPAXHPOBAH
M PACTPOCTPAHEH B KAuECTBE OHHUHANBHOMG WinaHua Ge3 papelueHns ToccraHnapta Pocory
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Beegerie

Brononricckine HHIHKATOPE HCMONLIYIOT WA onpeacicHa 3hheKTHBROCTH NPOLECCa CTEpITHIAMHH,
KOTOPBIA MPOROLHTCH CHEWHANLHD MOArOTORASHHBIM MEPCOHANOM .

TIpumeHeH e HHONOTMUECKIN HHANKATOPOB YKAIAHO HINOTOBHTENEM O Mapkuporke. Homonssoranmne
HECOOTEETCTRYHIMILHY MHAHKATODOE MOKET NMPHBRCTH K OUIMBOHHEIM DEINVILTATIM,

BHONOrHUCCKME HHAMKATOPEL TOMKHA! BCETAA HCNOABIOBATECA B KOMOMHALIMH € (HINTECKHM /WK
KHMHMECKHM KOHTPOTEM € Ue/LI0 AEMOHCTpALRE JduleKTHBHOCTH IpoUecca crepiinsauni. Ecnu konebanns
$HINKO-XHMHICCKHX NOKA3TeIeH NPOLIECCa CTEPHINIALNH BEIXOIAT 38 JOTTYCTHMAIE TIPEJENH, MPOLece
CTEPHIH3ANHH BCBILA AOMKEH PACCMATPHBEATROA Kk HOYIORTCTEOPHTENbI L, HESABMCHMO OT PCIVILTATOE
KOHTRONA, MOAYUEHHEN ¢ NOMOLIED SHONOrHYSCKHY HHIHKATOPOR,

SihderTHBHOCTE GHOTOTHYECKHX MHAHKITOPOE MOXET JBHCETE OT YCIORHI XDAHCHIA 10 MOMEHTA HX
MPHMEHEHHA, METOLOS NPHMCHCHHT WM TEXHHEH 00paboTed npod nocne sasepuieHns npoeces., Tlostouy
HeoDXOIHMO BEIMOITHATE PEKOMEHIALNA HINOTOBHTEAR B OTHOIWEHHH XPAHEHHA H npMeHeHns. Buonormyec-
KHEe MHAMKATOPS! A0/HHEN ORITh NMepenatt Ana AabopaTopHOro KOMTPOAS KAK MOKHO CKOPEE Nnocie ux
HENOIBSOBAHKA B NPOLSCEe CTEPHARIALME. BUOorn ec ke HHIMKATOPE He DOMSHL HEMOsI0RITECH NOCTe
HCTCUEHHA CPOKA TOMHOCTH, VEAIAHHOTD HAMOTORHTE1EM,
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FTOCYOZAPCTBEHHBIH CTAHJIAPT POCCHHCKOW OEJEPALHH

CTepuauiamHs MeIHIHRCKOR TpO;Ty KiHn
BHOMTOI'HYECKHE HHAHKATOPE]

Yactne 3
BHOMOMHYECHRE HHIRKATONB A0 CTEfIIRAIHE BAAKHEM TEIoM

Stenlization of health care products. Biological indicators. Part 3,
Biological indicators for maoist heat sterilization

Jara seenenns 2001—01—01

1 ObnacTe npHMeHeHRA

I.1 Hacrosmuii crasmapT yeTAHARNUBaeT criewmbiyeckie TPeGORANNMA K TECT-OPrasHIMan H BHONOrH-
HECKHM MHOHEATOPAM, NPEiHIIHAYEHHEIM 0T GUEHEW NPOLUECCOR CTEPMIHSALLAK ENaRHLIM TEIUI0M ITpK
TEMIEpaTYpax Brime 100 *C.

2 HopMATHBHBIE CCBUIKH

B HACTOSLIEM CTAHDAPTE HCTIOIEZ0EAHE! CCBUTKM HA CREIYIOLIHE TOKYMEHTLI

FOCT P HCO 111234—2000 Crepuan3auna MeIMUMHCKOR npoaykumy, TpefoBanun K BaiHaalmk 1
TEKVILEMY KOHTPONKD, TTPOMBIUACHHAN CTEDHTHAILINA RIASHEIM TETLTOM

MOCT P HCO 11138-1—2000 Crepransaund MesRIMHCKOHR IPOayKIHE. BHOROTHYECKHE HEHIHKATODbI,
Yacrs 1. Ofiume nonoseHns

3 Onpenenenns

B HacToAnEM CTAHAAPTE HoNOMERI0TCA ofpesenenyd no NOCT P UCO 11138-1 # CIGIVROLLEE DRpeEe-
JHEHHE,

Y| seawrmna (oapaserp) z: TossienHe TeMnepaTvphl, HeoOXOOWMOE LA YMEHLIIEHHA BETHYHHE
D e 10 pas npy TenAOROI CTCPHAHIANNA,

4 Obmue NOAOKeHHA

Jomsne sanoaHaTeca Tpeboranns TOCT P HCO 11138-1, 33 sokoieHHeM TEX MYHETOR, KOTOPRIC
MPETEQITENH HIMEHEHHA B HACTOALLEM CTAHIAPTE.

5 TecT-MHEPOOPraHHIMEL
B kayecTse TecT-MUKPOOPraHMIMOn NpHMetanTes crnopel Bacillus stearothermophilus  wmm apyrue

LITAMME! WIH MEEPOODTAHHIME, ODNAJAKILHE SKBHBUTEHTHEMH CBOHCTRAMM,

Mpumeyanne— Wravwe Bacillus stearothermophilus NCTC 10003, DSM 494, Bac. stearothermophilus
ATCC 12980, DSM 22 w Bac. stearothermophilus CIP 52,81, DSM 3934, ATCC 7953, NCTC 10007 Moryy cCUMTATLCA
[(RITEIRT ETSTRTETTR

Hazanwe sfuurammroe
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6 Cycnen3un

[pw onpeaeneHiy KHBLIX TECT-MHKPOOPTAHHAMOB OAHOM W TOR X CEPHH CYCMEHIUH TECT-OpraHitiMa
KOHLEHTPALHA WX JO/DKHE COCTABMATE X 35 % HOMWHANBHONR NONYNALHH,

7 HocHTean H NepBHYHAA YNAKOBKA

Creunduueckue TpeoBaHMA K HOCHTENAM M NepsryHOA ynakosxe — no MOCT P HCO 11138-1,
myHKT 4.4.

Yenopua HenbITaHKil AOTEHB BRITh CIENYIOILHME!

- TEMIEPATYDE — He MEHEE MAKCHMATbHON, KOTOPaA YCTAHORNEHA HaroTorrTenem 5 °C. [Npu oTcyTeTRmm
ITHX OaHHBIX TEMIEDATYRA JODKHA cocTarnaTe 145 °C,

- BpeM# FEKCTIOIHLHHE — HE MEHEE MAKCHMANTBHOTO, YCTAHORTEHHOTT HITOTOBMTEASM, ITpH OTCYTCTEHH
STHX JAHHEIX BPEMA MPHHHMAIOT pasHbiM 30 MHH.

MpuMewaH e = DTH yCRORMA peDpatbl HA TOM OCHOBAHMH, 4TO OHH COOTBETCTBYRT PCRIEHEIM
NPOLECCaM CTEPHIHIAUMK MAROM,

8 BuonorHuecKHe HHAHMKATODS!

2.1 Yuean KHaHeCToCoBHBIX TECT-MHEPODOPTAHHIMOR B Kan10oM DHONOTHHECKOM HHOHKATORE TOIKHO
KOMTPONWPOBATECA B MEPHOA NPOHIBOACTEA C TeM, 4Tobn oHo cocTasnano 50 % HoMUHANBHOM MOTYA-
WM, YCTAHORNEHHOM HITOTOBHTENEM, HITH HAXOAMAOCH B NPEJenax Mexay MHHHMANLHOH K MaKCHMaNBHOMN
MOMYAHLMAME, YCTRHORTEHHEMH HITOTORHTENSM,

£.2 PeTpocnieKTHRHOS ONpeIeaeHME HHCAA KHBLIX MHKDOODTAHHIMON OCYIUECTANACTCA B YCTAHOBICH -
HbIX HAMTORMTENEM YCAOBMAN KYIETHEHPOBAHHMA CYCTIEHIHH TECT-MEEPOODIAHMIMOR, HIBNEKAEMEIN H3 HO-
CHTENE © TMOMOUEN YILTpaiByka, B cocyle (lwefdkepe) co CTEXRAHHEIMK BYCAMH HNK APYIHM COOTBET-
CTBYIOIIMM BATHIMPOBAHHEIM METOOM, 'THCAO AHBLIX OPTAHHIMOB CUHTACTCA NPHEMAEMEIM, ECITH OHO HANG-
auTes of MHHYye 50 % no nmoc 300 % yeTaHOBNEHHOND JHAYEHNAA.

8.3 Jns MHOKYAHPOBAHHBIX HOCHTENEH HAK GHONOTHYCCKHX HHANKATOPOR, NPeIHASHAMCHHAIX INA Té-
KVILETO KOHTPOS, HOMHHANEHOE YHCAO TECT-MHKPOOPTAHHIMOB L0/DKHO GbiTh HE MeHee | x 10 ¢ dommcHpo-
BAHHEIM NpHpocToM He Gonee 0,1 10F.

Mpu TekyweM KOHTPONE © HCNOALIOBAHMEM ABTOHOMHBIX CHCTEM GHOAOIHYECKNX HHIMKATOPOBR
HOMHHATBHOS YHCO TECT-MHKPOOPTAHHIMOE MOxeT GbITs MeHee 1% 10F npi yenosiy BEINOAHeHHA TpeboBa-
HHH 9.3,

Mpumedau e — HHOKYIRpOBIHHEE HOCHTETH M/ GHONOPHYECKHE HHOHKATOPE], MPedHEIHaYeH b
ANR APYTHX Lenefl, HANPHMED, 108 ATTECTELIMK, BATHIAUHH H OPYTHX CIEUMHYECKHX HCNBTARH, MOrYT notpedo-
BATE APYTHX 3HA4EHHA HOMMHANEHON NoMyAALHK. 1A TEKYWErD KOHTROAA 01O MOKET GrTe 1104,

9 PeadCTeRTHOCTD

9.1 MaroToBHTENL JONKEH YCTAHOBHTE BeAMHHHY [ ANA KamaoH cepii GHONOTHHECKHX HHAHKATOPOR
HAH HHOKYNHPOBAHHEX HocHTenel ¢ TounocTeio £0,5 MHH.

9.2 MeToa onpeleneHHa XapaKTePHCTHK PEIHCTEHTHOCTH KAKIOH cepii GHONOrHMECKIX WHIMKATOPOB
ApHEEISH B NPHIOKEHNN A

9.1 Benwynua D ang nonyAsuui TECT-MHEPOOPTaHHIMOB GHONOTHYECKHY HHIHKATOPOE, MomyeHHAA
H3 KPHBOH BLUKHBAHWE, THOO METONOM KBAHTHAEH HIH QPAKLMOHHEM HETATHEHBIM AHATHIOM, NONLIYACH
npougaypoi MPN (cwm. pasaen 5 v npunoxeqnd B, C o Dx TOCT P MCO [1138-1), aomsHa GeITh HE MeHEee
1,5 MitH TIPH CTEPWITHIALIMM BAAKHEIM TENNOM npu Temneparype (12141) °C. Benuywna D, monyueHHas H3
KpHBol «norapidM MONYIALHH — BPEMAe, NOMKHA OMTE He MeHee 10 MuH.

9.4 Benvunua D TECT-MHEPOOPrAHHIMOB B HHOKY/THPOBAHHEIX HOCHTEAX NOMKHE OBITE ONpefensHa He
MEHEE YEM TIPH OBYX OPYTHN 3HAYEHHAN TEMMEepaTyphl B AHATAIOHE OT 110 mo 130 "C ogHHM K3 OBYX
YIIOMAHYTHIX METOZOB. BTH AaHHBIE JOKHET GbITh HCTIONLIOBAHE! VIR PACHETA BENMUMHBL 7, KOTOPAR JOMKHA
fBITh He MeHee 6 °C ¢ npupoctoM He Boaee 0,1 °C. BennyiHa £ fomssa 65Th PACCHMTANA COTIACHD MpHOKe-
i B.
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10 Meroam HenwITanui

[MpripoauMEIH B HACTOALLIEM CTAHAAPTE METON HCTLITAHKA SRIAETCR CTEHIAPTHEIM. TIpH MononE30Ba MK
APYTHX METOZ0B OHH JOMAHE! OLITE ONPEIeAEHb! H BATHAKPOBAHEL. Jo/ikHa OBITE NOKAIAHA HX KODPENALNS CO
CTAHIADPTHEM METOI0M.

NMPHICKEHHE A
(ofBRaeTeasHOR)

MeToa onpesenesss PeIHCTENTHOCTH K NPOULCEY CTEPITHIAUMH BALKHLM TENNOM

A.1 PeancTomep GHOAOTHYECKOND MHARKATOPA HE HAD

A1 1 OBopyooseHKe JoeH BuITE CiocoBHD MOoLIEpMEHEATE CREIVIOWNE VCICBHE B VCTRHORTCHHBX NMPeIsTas
IKCNOIHUHKE o7 5 ¢ 20 150 MiH ¢ TouHocTaio ] o

- TesmepaTypa — (or 110 ao 145 "C) 20,5 °C;

- tannere — (o7 140 1o 413 klla) £2 5 x[Ta;

- bakyym — {or 4 ao 100 kfTa) £0,5 klTa wom ve menee 10 kT2 a0 ofopymopasMa ¢ BHONOFHMECKHME HIIR-
KRTODAMM, MPHMCHACMBIME TOUIRKO TIPH CTEPHANIAUMM CO BCTPOEHHEIM TPOUSCCOM NPHHYAMTETEHOMD VIZASHHA
BOGEVXA,

A.1.2 ¥eraposka goaxna Guth cHafkena yoTpolcTaoM, ofecne MBEI0WNM BAKyYMHPOBAHNE KaMephl 00 Oan-
AeHHg Merce 3 klMa B Tederme 5 sum, yrober 0BECTCUHTE YAIANEHME BOAAYXA A0 TOCTYTUICHHA B Hee rapa. [Tonasasmuii
B KEMCPY TER H/HIH MACTVRAloWKA Tyaa ATORHYHO MOCAS BAKYYMHDOBAHNA KAMEPL] He JOMMcH HOMONBIOBATROE AR
YALTEHHA BOAAVEA.

A.1.3 Bosayx, nocrynamowmil & kaMepy B KOHUS LMK, GUALTRYETCA 4eped MALTDH © MPHEKTHRHOCTEID
O4HETER 99,9 % mo wacTHuas 0,5 ses.

A.1.4 Kamepa ¥ KpHILKE D0MKHE 0SCCNEYHBATE NOLAEPRAHUE TEMITEPATYDE BHYTPEHHEH NOBEPXHOCTH kKaMe-
phl Ha ¥popHe paboueh TeMmepaTvpel.

ALS B kaMepy DOm0 NOJARATECA RTAKHOE TEILIO 0T BHELIHErD N0 OTHOLSHH & Kemeps HerouHHka. [Togaya
mapa nomEHA cooTeeTeTRoBaTe TOCT P HOCO 11134,

A.1.6 Ofopynosanse gonkHo G6TE NpHCNocofeHo 418 paBoThl B ABTOMATHYECKOM PEEHME H A0EHD HMETh
CHETEMY FAMHCH TEMISPATYPR W TERACHHA BITVTDH KAMCPE!, KOTOPAA DOMAANA GEITE Fe3aBHCHMON oT CHOTEMB KOHT-
PoAR; AONYCTHMAR NOMPelLHGCTE 32NACKBAIWETD YETPoRCTER HE J0MKHA NpeeuiwaTh 50 % DonvetdMoro koncBapna
KaxaoH KOHTPOIHpYeMOR nepemensod, Hanpusep, coni TeMncparypa BHYTPH KaMEPE! TOMmKHa NOLHSpE HERTECA HA
¥poexe 1 °C, To MAKCHMANTLHAN JONYCTHMAA NOMPELHOCTE JANNCH TEMMEPATYPE AomkyHa BuiTh +0.5 "C.

A.1.7 BpeMs foTheMa TeMnepaTypsl BHYTPH DEIHCTOMEPE HE IOMKHO Mpenbiats 10 ¢

ALE B koHUE NepHoda 3KCNOIHUMM TEMMEPATYPA BHYTPH KAMEPE PEIHCTOMEDA MOUTKHA BhITh cHilKeHa G0
100 *C wan seree 33 Bpesta He Sonee 10 ¢, ¥ KAMEpa D0AMHA BCPHYTHCH K DARMEHMIG OKPYHEDEH CPEms (aTMos-
depHOMY TARTEHHID) Me Bones yew 33 5 ¢

A2 Mopanok pafioTsl ¢ pesRcTOMEPOM

A.2.1 3aKpenHTL HOCHTENH, WHOKYIHPOBAHHEIC HOCHTENH WTH GHONOrMYECKHEE HIIHKATODE B COOTRETCTBYIO
WEM DepkaTege. .

A.2.2 [TpeasapuTenbHO MONOTPETE KAMEDY DEIHCTOMEPA N0 HYKHON TEMICPATYPLL.

ALY TToMecTHTh 3arpyseHHse Nepxateln 8 Kamepy, FAKPEITE KAMERY H OCTABHT HX TAM Ha BpeME, MOIBO-
AREOMIEE CTAGMMHIHPORATE TEMICDATYRY.

A2 4 BrfoasTs onepatiy B CIeIyiouies nopRaKe:

a) BAKYYMHpomaTh kamepy o (4,5 £ 0.5) klMa (wan 10 klla 018 pesuMs ¢ NPHHYIHTEMLHLWM YEATEHHEM
BOZAVEA) B TEYSHME 5 MUH;

B) MODATE NAp B KAMCPY MAS IOCTHXEHHR TpelyeMol TEMMEpPaTYDE B AARTEHNA,

Mpusewa e — [Mpu Hynenolt skcmoIMLBM MAP HE MODABATE.

£} NoanepEHBATE 3TH YCAOBHA B TEYEHHE HeoBXodHMOTD BPEMCHH JKCTIOIHLNN;

d) B KoHIE NEPHONA IKCIOIHLMK BAKYYMHPOBATE KaMepy 40 famrenns (1023 $)xT1a n 3atem nogate oTdHAsT-
POBAHHMIE BO3RYX WAK MHEPTHRA ras (Takofl kak 2307), yTolsl BALTEHHE CPABHAROCH C ATMOCHEPHEIM B ToHEHKE 5 ¢,

A5 B ROHUE UMK YIANHTS SepaaTens i Npolsl K3 KaMEph,

A3 Onpeneacume peIRCTERTHOCTE
PeancTeHTHOCTE onpetenaoT ne TOCT P HCO 11138-1

E u 5 '|' FOCT P UCO 11138-3-2000, Ctepunusaums MeamumHcKon npoaykummn. buonornyeckune naamkatopbl. Yactb 3. bruonornyeckue nHankatopbl AN cTepunuaauml
(I L FE 1 Sterilization of health care products. Biological indicators. Part 3. Biological indicators for moist heat sterilization


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-11138-3-2000
http://gostexpert.ru/gost/gost-11138-3-2000

rOCT P HCO 11138-3-2000

NPHIOAEHHE B
{oomRzaTedbHOE)

Briumcaenne BEARTHHE I

MombayACE MPOUEIYREMH 1 LAIHM I, TPHBEICHHEIMA B §.3, BEMHSIANT Benauay 2, "0, no dopuayne

_noT
gy - gy °

rae [, w0 D) — BCANMMALL, TORYSEHHLIE NP TCMIEPITYPAN T, m T, coOTBETCTRENHE {CM. 9.4

YIAK 637.132.4:715.478:658.513:006.354 OKC 11.080 P26 OKIT 94 5120

Keuenkie cnosa; MeIMLMHCKR MPOIYKINA, MEIHLHHCKOE 050OPYI0EAHHE, CTEPRANIALNS, TP, GHonorH-
SECKHE WHIMKATOPL, CheHfrEaHMiA

Peamerop . C. Pedoposs
Texmnueokui penakrop T 4 Kpweyoss
Koppesrop #. M. Teapewye
Komnuorepran nepetsa B K. Posamoesd

Moa, asi M 02354 or 14072000, Coape o naboep 08.09.2000 Mloanwcane o me9aTs 19102000, Vea, mes. . 0,93, ¥y, -maa. 1. 060
Tupax 39 a1 C 6066, Jwc, 2283

HITK Mazareabetao cranoapron, 17076, Mockms, Kononesnwit nep., 14
Hafiparo B Katywckol THNOrpAgirK cTaHiapTos Ha (LN
Kanyskekad Tunorpaden crangapron, 48021, r Kanyma, ya. MockoBckam, T3,
MNP MNe 040138

E u 5 '|' FOCT P UCO 11138-3-2000, Ctepunusaums MmeamumHcKkon npoaykummn. buonornyeckne naavkatopbl. HYactb 3. bruonornyeckue nHaukatopbl AN cTepunuaauml
(I L FE 1T Sterilization of health care products. Biological indicators. Part 3. Biological indicators for moist heat sterilization


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-11138-3-2000
http://gostexpert.ru/gost/gost-11138-3-2000

